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(b) The quality assurance functions
are—

(1) Assuring that an appropriate
quality assurance program is estab-
lished and effectively executed; and

(2) Verifying, by procedures such as
checking, auditing, and inspection,
that activities affecting the functions
that are important to safety have been
correctly performed.

(c) The persons and organizations
performing quality assurance functions
must have sufficient authority and or-
ganizational freedom to—

(1) Identify quality problems;

(2) Initiate, recommend, or provide
solutions; and

(3) Verify implementation of solu-
tions.

(d) The persons and organizations
performing quality assurance functions
shall report to a management level
that assures that the required author-
ity and organizational freedom, includ-
ing sufficient independence from cost
and schedule, when opposed to safety
considerations, are provided.

(e) Because of the many variables in-
volved, such as the number of per-
sonnel, the type of activity being per-
formed, and the location or locations
where activities are performed, the or-
ganizational structure for executing
the quality assurance program may
take various forms, provided that the
persons and organizations assigned the
quality assurance functions have the
required authority and organizational
freedom.

(f) Irrespective of the organizational
structure, the individual(s) assigned
the responsibility for assuring effective
execution of any portion of the quality
assurance program, at any location
where activities subject to this section
are being performed, must have direct
access to the levels of management
necessary to perform this function.

[69 FR 3796, Jan. 26, 2004, as amended at 80
FR 34014, June 12, 2015]

§71.105 Quality assurance program.

(a) The licensee, certificate holder,
and applicant for a CoC shall establish,
at the earliest practicable time con-
sistent with the schedule for accom-
plishing the activities, a quality assur-
ance program that complies with the
requirements of §§71.101 through 71.137.

§71.105

The licensee, certificate holder, and ap-
plicant for a CoC shall document the
quality assurance program by written
procedures or instructions and shall
carry out the program in accordance
with those procedures throughout the
period during which the packaging is
used. The licensee, certificate holder,
and applicant for a CoC shall identify
the material and components to be cov-
ered by the quality assurance program,
the major organizations participating
in the program, and the designated
functions of these organizations.

(b) The licensee, certificate holder,
and applicant for a CoC, through its
quality assurance program, shall pro-
vide control over activities affecting
the quality of the identified materials
and components to an extent con-
sistent with their importance to safe-
ty, and as necessary to assure conform-
ance to the approved design of each in-
dividual package used for the shipment
of radioactive material. The licensee,
certificate holder, and applicant for a
CoC shall assure that activities affect-
ing quality are accomplished under
suitably controlled conditions. Con-
trolled conditions include the use of
appropriate equipment; suitable envi-
ronmental conditions for accom-
plishing the activity, such as adequate
cleanliness; and assurance that all pre-
requisites for the given activity have
been satisfied. The licensee, certificate
holder, and applicant for a CoC shall
take into account the need for special
controls, processes, test equipment,
tools, and skills to attain the required
quality, and the need for verification of
quality by inspection and test.

(c) The licensee, certificate holder,
and applicant for a CoC shall base the
requirements and procedures of its
quality assurance program on the fol-
lowing considerations concerning the
complexity and proposed use of the
package and its components:

(1) The impact of malfunction or fail-
ure of the item to safety;

(2) The design and fabrication com-
plexity or uniqueness of the item;

(3) The need for special controls and
surveillance over processes and equip-
ment;

(4) The degree to which functional
compliance can be demonstrated by in-
spection or test; and
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§71.106

(5) The quality history and degree of
standardization of the item.

(d) The licensee, certificate holder,
and applicant for a CoC shall provide
for indoctrination and training of per-
sonnel performing activities affecting
quality, as necessary to assure that
suitable proficiency is achieved and
maintained. The licensee, certificate
holder, and applicant for a CoC shall
review the status and adequacy of the
quality assurance program at estab-
lished intervals. Management of other
organizations participating in the qual-
ity assurance program shall review reg-
ularly the status and adequacy of that
part of the quality assurance program
they are executing.

§71.106 Changes to quality assurance
program.

(a) Each quality assurance program
approval holder shall submit, in ac-
cordance with §71.1(a), a description of
a proposed change to its NRC-approved
quality assurance program that will re-
duce commitments in the program de-
scription as approved by the NRC. The
quality assurance program approval
holder shall not implement the change
before receiving NRC approval.

(1) The description of a proposed
change to the NRC-approved quality
assurance program must identify the
change, the reason for the change, and
the basis for concluding that the re-
vised program incorporating the
change continues to satisfy the appli-
cable requirements of subpart H of this
part.

(2) [Reserved]

(b) Each quality assurance program
approval holder may change a pre-
viously approved quality assurance
program without prior NRC approval,
if the change does not reduce the com-
mitments in the quality assurance pro-
gram previously approved by the NRC.
Changes to the quality assurance pro-
gram that do not reduce the commit-
ments shall be submitted to the NRC
every 24 months, in accordance with
§71.1(a). In addition to quality assur-
ance program changes involving ad-
ministrative improvements and clari-
fications, spelling corrections, and
non-substantive changes to punctua-
tion or editorial items, the following

10 CFR Ch. | (1-1-16 Edition)

changes are not considered reductions
in commitment:

(1) The use of a quality assurance
standard approved by the NRC that is
more recent than the quality assurance
standard in the certificate holder’s or
applicant’s current quality assurance
program at the time of the change;

(2) The use of generic organizational
position titles that clearly denote the
position function, supplemented as nec-
essary by descriptive text, rather than
specific titles, provided that there is no
substantive change to either the func-
tions of the position or reporting re-
sponsibilities;

(3) The use of generic organizational
charts to indicate functional relation-
ships, authorities, and responsibilities,
or alternatively, the use of descriptive
text, provided that there is no sub-
stantive change to the functional rela-
tionships, authorities, or responsibil-
ities;

(4) The elimination of quality assur-
ance program information that dupli-
cates language in quality assurance
regulatory guides and quality assur-
ance standards to which the quality as-
surance program approval holder has
committed to on record; and

(5) Organizational revisions that en-
sure that persons and organizations
performing quality assurance functions
continue to have the requisite author-
ity and organizational freedom, includ-
ing sufficient independence from cost
and schedule when opposed to safety
considerations.

(c) Each quality assurance program
approval holder shall maintain records
of quality assurance program changes.

[80 FR 34014, June 12, 2015]

§71.107

(a) The licensee, certificate holder,
and applicant for a CoC shall establish
measures to assure that applicable reg-
ulatory requirements and the package
design, as specified in the license or
CoC for those materials and compo-
nents to which this section applies, are
correctly translated into specifica-
tions, drawings, procedures, and in-
structions. These measures must in-
clude provisions to assure that appro-
priate quality standards are specified
and included in design documents and

Package design control.
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